JEPXJIIKCIIYXbA YKPAIHU
NEPKABHA CJYKBA 3 JIKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnnunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kopg €IPTIOY 37079055

BUCHOBOK
po SIKiCTH BBE3EHOro B Y KpaiHy JiKapcbKoro 3aco0y

26.11.2024 Ne 63069/24/26

AMITPHJI®

(HaliMeHyBal1is MikapchbKoro 3acoby 3rinno 3 peecTpatiitim HOCBIAHECHHSAM)
TaGueriu mo 10 mr, mo 10 TabjeTok y GJicTepi, mo 3 6JicTepn y KapTOHHIA KopooOui

(dpopma BUTyCKY, JO3yBaHHS, BUIL TTAKyBAHHSA JiKapChKOro 3aco0y)

Howmep peectpauiiisoro nocsimuents UA/4903/01/04 crpox nii peectpauiiinoro nocsinienHs HeoOMeKeHU I

Cepis nikapcwkoro 3aco6y Ne NN5730 KinbkicTh BBe3eHOr0 Jikapebkoro 3acofy 120
Bupo6nuk KPKA, n.1., HoBo mecto, CioBEHis
(HaiiMeHyBaHHs BUpOGHHUKa Nikapcbkoro 3acoly, kpaiHa [OXOKEHHS )
Baeseno B Ykpainy CrisibHe YKPaiHCbKO-€CTOHCHKE MANPHEMCETBO Y (OPMi TOBAPHCTBA
3 o6MeskeHo10 BinnosinaanuicTio "Onrima-@apm, JITH", inent. koa:
21642228

(naiimeiiyBanns ta kox 3a €JIPIIOY 1opuanunoi ocobu abo npissuiue, im's, Mo GarbKoBi (iznunol
0co6H - niAnNpUHemiLs, if Micue NpoXUBAHHS Ta PeECTpaLiHHKi HoMep 061iKOBOT KapTKH MIATHHKA
noaatkis aGo cepis Ta HOMEp Nacnopra)

MpoTokoa BisyansHoro koutpomo six 26.11.2024 Ne 4063/1.

3a  pe3yibTaTAMM JIEpKABHOTO KOHTPONIO BCTAHOBNEHO, WO Jikapcbkuii 3aci6  BBeseHo B Vkpainy 3

JOTPHUMAHHSAM BUMOT 3aKOHOABCTBA LIOJ0 3a6e3neuenHs SKOCTi ni@nx 3acobiB.

HauansHukK

Muxkona XOJIOOEHKO

(mipnuc) (ininianu Ta npissuime)

(nocanosa |



(L4 KRKA

KPKA, 4. a., Hoso mecto
CEPTU®IKAT AKOCTI YNPABJIHHSA SKICTIO
Limap'ewka yecra 6
8501 Hoso mecTo
CnoseHis
Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H0837
AMNpuUn®, Ta6neTku no 10 mr Ne 30
KpaiHa-BUpo6HUK: CnoseHis
1 TabneTtka Mictute 10 mr paminpuny
nikapcbka hopMa: TaGneTku
03Mip i TN nakyBaHHs: no 10 TabneTok y 6nicrepi, no 3 6nictepu y kapToHHiii Kopobui
Homep cepii: NN5730
Hara supobHuuTea: 10.2024 l,EI,aTa 3aKiHYEHHS TepMiHY NpuaaTHOCTI: 10.2027

Peectpaluiitte noceig4yeHHs Ne:
UA - UA/4903/01/04

HasBa | agpeca BUpoGHUKa, BianosinansbHoro aa BUnyck cepii: | NiueHsis Ha BUPoBHULTBO Ne:
KPKA a.a., Hogo mecTo 800-16/2024-4

Wwmap’ewxka yecra 6

HoBo MecTo, 8501, CrnioBenisn

Po3mip cepii: 2,988 LT

Lum ninTeepaxyto, o sUweHaBeaeHa iHpopMmauis ¢ AOCTOBIpHOIO Ta TouHol. [ana cepisi npoayKuii 6yna BUpobneHa
(BKMHOYa0YM nakyBaHHs/MapkyBaHHs1) | npoliwna KOHTPOIb AKOCTI Ha BULLEBKa3aHil AiNeHUL| B NOBHiit BignosigHocTi i3
BUMoramu GMP, BcTaHoBReHUMU MicLeBum PerynaTtopHUM opraHoMm, a Takox y BignosiaHocti fo cneuudikawi
peecTpauiitioi  fokymerTauii, 3ateepikeHol B VYkpaivi pans AOCHifKYBaHOTO  NikapcbKoro 3acoby. [MpoTokonu

BUPOBHULTBA, NaKyBaHHs | KOHTPONA AKkocTi nepesipeHi i BianosigaTs BMoram GMP.,

Cepis Bunywena y BignosigHoCTi i3 gitoyoto Bepcielo MKA UA/4903/01/04.

fata sunycky Ha puok; Ocoba, BignosigansHa 3a Bunyck 113 Ha puHok
12.11.2024 AHppes CeHiua
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BaHuii ceptucbikar skocTi Mae ©NeKTPOHHWI nignuc., Oata gpyky cepTudikary: 13.11.2024
Ceprudikar creopeHo aBTOMaTU4YHO BanigoBaHow KOMM'I0TepPHOI0 Nporpamoto SAP. CropiHka: 1/2







CEPTUDIKAT SIKOCTI

(T KRKA

KPKA, a. 4., Hoso MecTo
YIIPABHIHHSA AKICTHO
imap'ewka yecra 6
8501 Hoso mecto
Cnosenis

Ten.: +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H0837

AmMnpun®, Taénetiu no 10 mr Ne 30
KpaiHa-BUpoGHuK: Cnosehisn

1 Tabnetka mMictuTe 10 Mr paminpuny
nikapcbka thopma: Tabnertku

Howmep cepii: NN5730

Hara BupobHuyTea: 10.2024

’,[laTa 3aKiHYeHHs TepMiHy npuaaTHocTi: 10.2027

Hassa nokasHukis Cneuudikatyis PesynbraTu BUNpobysaHs Mp.*
Onuc OBankHi, nnocki Tabnetky 6ea oBonowku, 6iroro abo Bignosigae -
Maitxe 6inoro Konbopy
OaHopigHicTs gososatink BHaveHHs npuiiMansHoro uucna (AV) cknagae He 1,7 -
OAUHULL — ofHopigHiCTE GinbLwe 15,0
BMicCTy paminpuny
CynyTHi gomiwku — Aomiuika A | He Binblue 0,5% <=0,05 -
CynyTHi nomiwku —@Aomitwka B | He 6inbuwe 0,5 % <=0,05 -
CynyTHi fomiwky — gomitwuka He 6Ginbiwe 0,5 % < 0,07 -
o]
CynyTHi gomituku —BoMiwka | He 6inbwe 0,5 % 0,22 -
D
CynyTHi foMiluku —fdomiwka E | He 6inbuwe 0,5 % <0,12 -
CynyTHi goMituky — Kinekicts | He 6Ginbuwe 0,1 % <= 0,05 -
KOXHOI iHWOT goMiliku
CynyTHi AoMilukm — BaraneHa | He 6inbiue 1,0 % 0,22 -
KinbKicTs
laeHTudbikauis paminpuny — Yac yTpumyBanus niky paminpuny Ha Xpomatorpami Bignosigae -
EPX PO34UHY 3paaka (SaS) mae Bianosigatu vacy
YTPUMYBBHHA Niky paminpuny Ha XpoMmarorpami
PO34MHyY cTangapTy (SS)
KinbKichuii smict paMinpuny 195 - 105 9% Bif} 3a3HAYEHOT KiNbKOCT 102 -
PosunrenHs paminpuny He menwe 75 % (Q) Bin 3a3HaveHol KinbKocTi 100 -103 -
npoTarom 20 xsunuH
MikpoBionoriuHa skicTs ~ He 6inbwe 1000 KYO & 1 ¢ <10 *1
3aranbHa KinbkicTs aepobHux
MikpoopraHiamia (TAMC)
MikpoGionorivHa sikicTe ~ He 6inblwe 100 KYO s 1 r <10 *1
3aransHa Kinekicts
APKAKOBUX Ta NniceHeBUx
Tpubis (TYMC)
MikpoBionoriua siicTs - BigcytHis 1t Bianosigae *1
Escherichia coli

Mp.* = Npumitka

*1 BunpoBysaHHs NMPOBOAUTLCA BiANOBIAHO Ao Nporpamu (ormcana 8 MKST)

Danuit ceprudikar sikocti mae NEeKTPOHHUIA nigniuc.
Ceprudikar cTBopeHo aBTOMaTUYHO BanigoBaHoK KoMnM'loTepHow nporpamoto SAP.

Hara apyky ceptudikaty: 13.11.2024
CropiHka: 2/2






http://www.tcpdf.org

